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DETAILED ACTION 

Response to Amendment 

1 . This action is in response to the amendment after non-final filed 15 July 2008. 

Response to Arguments 

2. Applicant's arguments, see Remarks, filed 15 July 2008, with respect to claims 
37-47, 126-145 and 162-172 have been fully considered and are persuasive. The 
rejection of claims 126-145 and 162-172 has been withdrawn. 

3. Applicant's arguments, see Remarks, filed 15 July 2008, with respect to the 
rejection(s) of claim(s) 1,2,4-10, 18, and 19 under 35 U.S.C. 102(e) as being 
anticipated by Vinup et al. (US Patent no. 7,072,719) have been fully considered and 
are persuasive. Therefore, the rejection has been withdrawn. However, upon further 
consideration, a new ground(s) of rejection is made under 35 U.S.C. 103(a) as being 
anticipated by Vinup et al. (US Patent no. 7,072,719). 

Claim Objections 

4. The objection made to claims 8, 9, 18, and 19 for minor informalities has been 
withdrawn in view of the amendment. 



Allowable Subject Matter 

5. Claims 37-47 and 1 26-1 77 are allowed. 
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The following is a statement of reasons for the indication of allowable subject 
matter: The cited prior art does not teach or suggest disengaging the second lead body 
from the first lead body. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1, 2, 4-9, 18, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Vinup et al. (US Patent no. 7,072,719). 

In regard to claim 1 , Vinup et al. disclose a neurological stimulation system 20 
with stimulation leads 24 and 26 with interlocking elements 23, col 1 lines 28-39. 
Figures 2-5 show a plurality of medical leads which allow for implantation of paddle or 
surgical style leads using percutaneous methods without the use of a large needle or 
introducer, col 2 lines 40-49. The leads are axially engaged to one another. The lead 
bodies are axially engaged to one another by a wide variety of complementary coupling 
geometries, such as a rail and groove embodiment as depicted in figures 6a-7b, col 3 
lines 46-54. Vinup et al. disclose that the method for inserting the neurological leads 
involves introducing a first lead through a needle or introducer, then engaging the 
coupling mechanism (detail 46) of the second lead body using the first lead body 
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coupling mechanism (detail 40) as a guide, col 3 line 55 - col 4 line 2. In view of the 
method described by Vinup for insertion of the second lead body using the first lead 
body as a guide, it is considered that the second lead is being slidably inserted along 
the first lead, wherein the leads can be slidably engaged along the rail and groove 
coupling mechanism. Figures 2-5, particularly figure 2, depict the distal end of lead 26 
extending beyond the distal end of lead 24. The Examiner recognizes and agrees with 
Applicant that this depiction does not speak with regard to the actual length of the leads, 
since the proximal ends of the leads are not shown; thus there is no express or inherent 
teaching that the leads are of different lengths, nor even of the same length. However, 
in view of these depictions, the Examiner considers that one of ordinary skill in the art 
would be motivated to modify the lead 26 so that it would be longer than lead 24 (i.e., 24 
would shorter) so that the proximal ends of lead 24 and 26 would terminate in the same 
location thus allow connection with a stimulation source without requiring a lead 
extender for and offset lead. If leads 24 and 26 were of the same length, and situated 
as in figure 2, the leads would be offset, which would result in offset proximal ends, 
various lengths of lead extenders would be required in order to properly align the 
proximal ends to make connection with the stimulation source, which would not be an 
optimal situation during implantation especially if the multiple lead embodies in figures 3 
and 4 were used. Therefore, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify lead 26 such that it would be longer 
than lead 24 in order to facilitate connection with a stimulation source. 
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Further in regard to claim 1 , figure 1 illustrates that lead bodies 24 and 26 
extending from the lower spine namely the proximal end of leads bodies 24 and 26 
extend from the lower spine where they are coupled to a neurostimulation pulse 
generator housing 22. The Examiner considers the leads of Vinup et al. to be capable 
of performing such a function, since it is known in the art that neurostimulation pulse 
generator housings are sometimes implanted and sometimes kept external to the 
patient wherein the leads would have to extend through an opening in the patient's skin 
in order to connect to the generator housing. 

In regard to claim 2, the lead bodies are substantially cylindrically shaped, figures 

6a-6c. 

In regard to claims 4, 5, and 7, the stimulation leads of Vinup et al. have at least 
one electrode, col 2 lines 50-58. 

In regard to claim 6, figures 2-4 of Vinup et al. show the electrodes 34 facing in a 
single direction when the leads are engaged with one another. 

In regard to claims 8 and 9, the complementary coupling mechanisms 23, are rail 
and groove embodiment, extending axially along the leads, col 3 lines 46-54. 

In regard to claim 10, figures 2-5 show the first and second leads being of 
different lengths. 

In regard to claim 18, figures 2-4, 6a-6c, and 9a-9c, shows various embodiments 
where a plurality of leads can be engaged to one another by means of complementary 
coupling mechanisms being axially located on both sides of a single lead. 
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In regard to claim 19, a neurological stimulator 22 is coupled to the stimulation 
leads, col 2 lines 29-32. 

8. Claims 3, 20-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Vinup et al. (US Patent no. 7,072,71 9) as applied to claim 1 , and further in view of 
Cross, Jr. et al. (US Patent no. 6,578,733 - hereinafter Cross). 

In regard to claim 3, Vinup et al. disclose the claimed invention with the exception 
of specific dimensions for the cross-sectional area of the first and second elongated 
bodies. It would have been obvious to one with ordinary skill in the art at the time the 
invention was made to utilize 5 mm or less for the said elongated bodies since our 
reviewing courts have held that where the only difference between the prior art and the 
claims was a recitation of relative dimensions of the claimed device and a device having 
the claimed relative dimensions would not perform differently than the prior art device, 
the claimed device was not patentably distinct from the prior art device. Gardner v. TEC 
Systems, Inc., 725 F.2d 1338, 220 USPQ 777 (Fed. Cir. 1984), cert, denied, 469 U.S. 
830, 225 USPQ 232 (1984). 

In regard to claims 20 and 22, Vinup et al. describe the invention as claimed 
including inserting a first stimulation lead at a predetermined position, then guides at 
least a second stimulation lead along the first stimulation lead, wherein the leads are 
coupled together by means of a complementary coupling mechanism, col 3 lines 46-67. 
The leads are configured to be coupled together and stimulate neurological tissue (i.e., 
nerves or muscle tissue) in a desired location, col 2 lines 33-36. Vinup et al. disclose 
that the method for inserting the neurological leads involves introducing a first lead 
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through a needle or introducer, then engaging the coupling mechanism (detail 46) of the 
second lead body using the first lead body coupling mechanism (detail 40) as a guide, 
col 3 line 55 - col 4 line 2. In view of the method described by Vinup for insertion of the 
second lead body using the first lead body as a guide, it is considered that the second 
lead is being slidably inserted along the first lead, wherein the leads can be slidably 
engaged along the rail and groove coupling mechanism. However, Vinup et al. do not 
teach that the leads are inserted into the epidural space around the spinal cord. Cross, 
in a similar field of endeavor, discloses a percutaneous surgical lead, wherein two lead 
bodies 12 and 14 are axially coupled together and inserted into the spinal cord. Cross 
also teaches that stimulation of the spinal cord often is accomplished by implanting 
medical leads into the epidural space of the spinal cavity, col 1 lines 20-23. Therefore it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the method of Vinup et al. with the teachings of Cross since Vinup et al. 
teach that the stimulation lead can percutaneously be implanted in a desired spot to 
stimulate nerve tissue and Cross teaches that it is known in the art to stimulate nerve 
tissue in the epidural space of the spinal cord by means of an electrical lead, particularly 
electrical leads that are axially coupled together. 

In regard to claim 21 , Vinup et al. teach that the stimulation leads are 
percutaneously inserted into the desired space, col 2 lines 40-49. 

In regard to claim 23, Vinup et al. teach that neurological stimulation is known to 
treat chronic pain, col 1 lines 13-18. 
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Conclusion 

9. In view of the new grounds of rejection, this action is made NON-FINAL. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian T. Gedeon whose telephone number is (571) 272- 
3447. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on (571) 272-4949. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Carl H. Layno/ Carl H. Layno 

Supervisory Patent Examiner, Art Unit 3766 Examiner 

Art Unit 3766 

IB. T. GV 

Examiner, Art Unit 3766 
17 October 2008 



